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2a )^ This action is FINAL. 2b)D This action is non-final. 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-66 is/are pending in the application. 

4a) Of the above claim(s) See Continuation Sheet is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) EI Claim(s) 1-4.6.7.12.13.15.20.23.26.28.31-35.37.38.43.44.51.54.57.65 and 66 is/are rejected. 
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Application Papers 
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10) ^ The drawing(s) filed on 27 January 2004 is/are: a)^ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Attach ment(s) 

1) D Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 4 Dec. 2008 . 6) □ Other: . 



PTOL-T26 d (Rev e 08-06r 



Office Action Summary 



Part of Paper No./Mail Date 20090109 



Continuation Sheet (PTOL-326) Application No. 10/766,504 

Continuation of Disposition of Claims: Claims withdrawn from consideration are 5,8-11,14,16-19,21,22,24,25,27,29,30,36,39- 
42,45-50,52,53,55,56 and 58-64. 



2 



Application/Control Number: 10/766,504 
Art Unit: 3733 



Page 2 



DETAILED ACTION 

Claim Objections 

The objection to claims 26 and 57, as stated in the 30 May 2008 Office Action, 
have been withdrawn due to Applicant's amendments to these claims. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101 ) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Applicant is advised that should claims 32-35, 37, 38, 43, 44, 51, 54, 57, and/or 
66 be found allowable, claims 1-4, 6, 7, 12, 13, 20, 23, 26, and/or 65 will be objected to 
under 37 CFR 1 .75 as being a substantial duplicate thereof. When two claims in an 
application are duplicates or else are so close in content that they both cover the same 



Application/Control Number: 10/766,504 Page 3 

Art Unit: 3733 

thing, despite a slight difference in wording, it is proper after allowing one claim to object 
to the other as being a substantial duplicate of the allowed claim. In the present case, 
the only difference is the use of the word "closely" in claims 1-4, 6, 7, 12, 13, 20, 23, 26, 
and 65. The term "closely" is not defined by the claim nor does the specification provide 
a standard for ascertaining the requisite degree. As such, there is no indication that the 
scope of claims 1 -4, 6, 7,12,1 3, 20, 23, 26, and 65 is any different than that of claims 
32-35, 37, 38, 43, 44, 51 , 54, 57, and 66. See MPEP § 706.03(k). 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 -4, 6, 7, 1 2, 1 3, 1 5, 20, 23, 26, 28, 31 , and 65 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

The term "closely" in claims 1-4, 6, 7, 20, 23, 28, 31 , and 65 is a relative term 
which renders the claims, and therefore any claims depending from these claims, 
indefinite. The term "closely" is not defined by the claims, the specification does not 
provide a standard for ascertaining the requisite degree, and one of ordinary skill in the 
art would not be reasonably apprised of the scope of the invention because one cannot 
determine the amount of spacing between the protrusions based on information 
provided in the application. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1 -4, 1 3, 1 5, 20, 23, 28, 31 -35, 44, 51 , and 54 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Mclntyre (US 4,950,296 A) in view of 
Brantigan (US 4,834,757 A). Mclntyre discloses a textured bone allograft (figures 3 and 
4; column 3, lines 5-36) comprising a shell ("28" in figures 3 and 4) and a block ("32" in 
figures 3 and 4). Mclntyre fails to teach a plurality of spaced protrusions or any 
characteristics of those protrusions. Brantigan teaches a prosthetic fusion implant ("1 1 " 
in figure 7) comprising a plurality of spaced protrusions ("22" in figure 7). Regarding 
claims 1 and 32, each protrusion comprises a triangular shaped cross-section (column 
6, lines 40-50). Regarding claims 2, 4, 33, and 35, the plurality of protrusions comprise 
a plurality of spaced discrete protrusions (column 6, lines 40-50). Regarding claims 3 
and 34, the protrusions are provided on one or more surfaces of the implant (figure 7). 
Regarding claims 13 and 44, the protrusions are provided on at least one entire cut 
surface of the implant (figure 7). Regarding claim 15, the protrusions are perpendicular 
to the surface of the implant (figure 7; column 6, lines 40-50). Regarding claims 20, 28, 
and 51 , the protrusions are formed by a plurality of teeth ("22" in figure 7). Regarding 
claims 23, 31, and 54, the protrusions provide a roughened surface (column 6, lines 40- 
50). With regard to claims 23, 31 , and 54, it is noted that the protrusions of Brantigan 
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appear to be substantially identical to the claimed protrusions, and as such, the process 
by which they are formed is irrelevant. The burden is upon applicant to come forward 
with evidence establishing an unobvious difference between the two. In re Marosi, 218 
USPQ 289 (Fed. Cir. 1 983). It would have been obvious to one of ordinary skill in the 
art at the time the invention was made to roughen at least the upper surface of the shell 
of the Mclntyre allograft by providing it with discrete protrusions (teeth) having a 
triangular cross-section and formed perpendicular to the surface, as suggested by 
Brantigan, as doing so would provide means to secure the allograft in its desired 
position. 

Claims 6 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mclntyre (US 4,950,296 A) in view of Brantigan (US 4,834,757 A) as applied to claims 4 
and 35 above, and further in view of Wagner et al. (US 5,306,309 A). Mclntyre and 
Brantigan teach the claimed invention except that the protrusions are pyramidal 
protrusions. Wagner et al. teach a spinal implant ("50" in figure 3) comprising pyramidal 
protrusions ("76" in figure 3). It would have been an obvious matter of design choice to 
one of ordinary skill in the art at the time the invention was made to construct the 
protrusions of Brantigan such that they are pyramidal in shape, as suggested by 
Wagner et al., since applicant has not disclosed that such a shape solves any stated 
problem or is anything more than one of numerous shapes or configurations a person of 
ordinary skill in the art would find obvious for the purpose of providing a protrusion on 
an implant surface. In re Dailey and Eilers, 149 USPQ 47 (1 966). 
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Claims 7 and 38 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Mclntyre (US 4,950,296 A) in view of Brantigan (US 4,834,757 A) as applied to claims 4 
and 35 above, and further in view of Steffee (US 5,071 ,437 A). Mclntyre and Brantigan 
teach the claimed invention except that the protrusions are conical protrusions. Steffee 
teaches a spinal implant ("5" in figure 2) comprising conical protrusions ("28" in figure 2). 
It would have been an obvious matter of design choice to one of ordinary skill in the art 
at the time the invention was made to construct the protrusions of Brantigan such that 
they are conical in shape, as suggested by Steffee, since applicant has not disclosed 
that such a shape solves any stated problem or is anything more than one of numerous 
shapes or configurations a person of ordinary skill in the art would find obvious for the 
purpose of providing a protrusion on an implant surface. In re Dailey and Eilers, 149 
USPQ 47(1966). 

Claims 12 and 43 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Mclntyre (US 4,950,296 A) in view of Brantigan (US 4,834,757 A) as applied to 
claims 1 and 32 above, and further in view of Wagner et al. (US 5,306,309 A), 
Grossman et al. ("The use of freeze-dried fibular allograft in anterior cervical fusion."), 
Kay et al. ("Total elbow allograft for twice-failed total elbow arthroplasty. A case 
report."), Cara et al. ("Iliac allograft used for sternal reconstruction after resection of a 
chondrosarcoma."), and Mnaymneh et al. ("Massive allografts in salvage revisions of 
failed total knee arthroplasties."). Mclntyre and Brantigan teach the claimed invention 
except that the allograft is selected from tibial, fibular, humeral, and iliac material and 
the shape is selected from a group consisting of D-shape, dowel-shape, and ring shape. 
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Mclntyre teach that the allograft can be ring-shaped ("28" in figure 4) or dowel-shaped 
("12" in figure 1). Wagner et al. teach a spinal implant ("50" in figure 3) that is D- 
shaped. Mnaymneh et al. teach the use of a tibial allograft (abstract). Grossman et al. 
teach the use of a fibular allograft (abstract). Kay et al. teach the use of a humeral 
allograft (abstract). Cara et al. teach the use of an iliac allograft (abstract). It would 
have been obvious to one of ordinary skill in the art to select the allograft from tibial, 
fibular, humeral, and iliac material, as suggested by Mnaymneh et al., Grossman et al., 
Kay et al., and Cara et al., since it has been held to be within the general skill of a 
worker in the art to select a known material on the basis of its suitability for the intended 
use as a matter of obvious design choice. In re Leshin, 1 25 USPQ 416. It would have 
been an obvious matter of design choice to one of ordinary skill in the art at the time the 
invention was made to construct the allograft of Mclntyre such that it is D-shaped, 
dowel-shaped, or ring-shaped, as suggested by Mclntyre and Wagner et al., since 
applicant has not disclosed that such a shape solves any stated problem or is anything 
more than one of numerous shapes or configurations a person of ordinary skill in the art 
would find obvious for an allograft depending on its intended use. In re Dailey and 
Eilers, 149 USPQ 47 (1966). 

Claims 26 and 57 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Mclntyre (US 4,950,296 A) in view of Brantigan (US 4,834,757 A) as applied to 
claims 1 and 32 above, and further in view of Grossman et al. ("The use of freeze-dried 
fibular allograft in anterior cervical fusion."), Kay et al. ("Total elbow allograft for twice- 
failed total elbow arthroplasty. A case report."), Cara et al. ("Iliac allograft used for 
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sternal reconstruction after resection of a chondrosarcoma."), and Mnaymneh et al. 
("Massive allografts in salvage revisions of failed total knee arthroplasties."). Mclntyre 
and Brantigan teach the claimed invention except that the allograft is selected from 
tibial, fibular, humeral, and iliac material. Mnaymneh et al. teach the use of a tibial 
allograft (abstract). Grossman et al. teach the use of a fibular allograft (abstract). Kay 
et al. teach the use of a humeral allograft (abstract). Cara et al. teach the use of an iliac 
allograft (abstract). It would have been obvious to one of ordinary skill in the art to 
select the allograft from tibial, fibular, humeral, and iliac material, as suggested by 
Mnaymneh et al., Grossman et al., Kay et al., and Cara et al., since it has been held to 
be within the general skill of a worker in the art to select a known material on the basis 
of its suitability for the intended use as a matter of obvious design choice. In re Leshin, 
125 USPQ416. 

Claims 65 and 66 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Mclntyre (US 4,950,296 A) in view of Brantigan (US 4,834,757 A), Brantigan (US 
4,878,915 A), Michelson (US 5,593,409 A), and Wagner et al. (US 5,306,309 A). 
Mclntyre discloses a textured bone allograft (figures 1 and 2; column 2, line 22 through 
column 3, line 4). Mclntyre fails to teach a plurality of spaced protrusions or any 
characteristics of those protrusions. Brantigan ('757) teaches a prosthetic fusion 
implant ("11" in figure 7) comprising a plurality of spaced protrusions ("22" in figure 7) 
wherein the protrusions are defined by teeth ("22" in figure 7) and grooves ("23" in figure 
7). Brantigan ('91 5) teaches a prosthetic fusion implant ("1 1 " in figure 6) comprising a 
plurality of spaced protrusions ("1 1 b" in figure 6) wherein the protrusions are defined by 
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knurlings ("11b" in figure 6). Brantigan ('915) teaches a prosthetic fusion implant ("33" 
in figure 9) comprising a plurality of spaced protrusions ("33b" in figure 9) wherein the 
protrusions are defined by threads ("33b" in figure 9). Michelson teaches a spinal fusion 
implant ("100" in figure 3) comprising a plurality of spaced protrusions ("120" in figure 3) 
wherein the protrusions are defined by ratchetings ("120" in figure 3). Wagner et al. 
teach a spinal implant ("50" in figure 3) comprising a plurality of spaced protrusions 
("76" in figure 3) wherein the protrusions are defined by a waffle pattern ("76" in figure 
3). It would have been an obvious matter of design choice to one of ordinary skill in the 
art at the time the invention was made to construct the protrusions of Brantigan such 
that they are defined by a structure selected from a waffle pattern, teeth, grooves, 
threads, knurlings, and ratchetings, as suggested by Brantigan (757), Brantigan ('915), 
Michelson, and Wagner et al., since applicant has not disclosed that such shapes solve 
any stated problem or are anything more than one of numerous shapes or 
configurations a person of ordinary skill in the art would find obvious for the purpose of 
providing a protrusion on an implant surface. In re Dailey and Eilers, 149 USPQ 47 
(1966). 

Response to Arguments 

Applicant's arguments filed 4 December 2008 have been fully considered but 
they are not persuasive. 

Regarding the 35 U.S.C. 112 rejections, Applicant points to paragraph 0074 of 
the specification and Figs. 7 and 8 and states that these provide dimensions of 
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protrusions in the form of threads from which the closeness of spacing of the threads 
can be discerned. The examiner respectfully points out that Applicant elected the 
species of Fig. 12 in the reply filed 19 March 2008. Thus, the claims are read in light of 
the species of Fig. 12, not the species of Figs. 7-8. 

Regarding the 35 U.S.C. 103 rejections, Applicant has not provided any 
arguments regarding the merits of the rejections. As such, the examiner is upholding 
the rejections as made in the 30 May 2008 Office Action. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julianna N. Harvey whose telephone number is 571- 
270-3815. The examiner can normally be reached on Mon. - Fri., until 2:30 p.m.. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo Robert can be reached on 571-272-4719. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. N. HV 

Examiner, Art Unit 3733 
/Eduardo C. Robert/ 

Supervisory Patent Examiner, Art Unit 3733 



